CENTER FOR DRUG EVALUATION AND RESEAR:

APPLICATION NUMBER: NDA 5970/S22

ADMINISTRATIVE D MENT



. NDA 5-970/$-022. T~ _* September 14, 1976

"Elkins-Sinn, Inc.
Cherry Hil1l, N.J. 08002

MEMORANDUM OF TELEPHONE CONVERSATION

Between: Thelma C. Hilibrand, Manager ol
Regulatory Affairs

and: Clarence M. Nealey, jr., SCSO
HFD-160

Additional Revisions package insert
(Our Letter September 3, 1976)

Dr. Walters brought to my attention the subject letter called for additional
revisions under adverse reactions due to a death report which he reviewed
8/23/76. That the approvable letter on September 9, 1976 signed out by

Dr. Finkel on $-022 has labeling that should include the adverse reaction

change. .

Ms. Hilibrand was returning my call of the 13th and when I explained fully
what has happended, she stated she would amend $-022 with revised draft to
amend the labeling to include the revision in our September 3, 1976 letter.
The conversation ended with the usual amenities.

L /AT
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CTarence M. Nealey., jf;lSCSQ/// A

cc:

A 5-970

= 2 )

HFD-108
DocumentRoom/HFD-160
R/D C.M.Nealey/HFD-160
R/D Init. M.Clark,M.D. 9/17/76
R/D Init. P.G.Walters 9/17/76
ft pd 9/22/76




™~ NOTICE OF APPROYAL . 11— -
OATE APPROVAL LETTER
- NEW DRUG APPLICATION OR SUPPLEMENT bZAY 0 BL 197-? tssuco
Y0: FROM:
Bureau of Drugs
( Press Relations Staff (PA-(0) m
' 'Burelu of Vetcrinary Medicine
ATTENTION
Forward original of this form for publication only after approval letter has been issucd and the date of
approval has been entered above.
TYPE OF APPLICATION . CATEGORY - o
SUPPLEMENT ABBREVIATED - SUPPLEMENT L ? ’
Clorcivar noa K& p 04 a ORIGINAL NDA TO ANDA ) Human - [Jveverminary
TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME (il any) OF DRUG
Sotradecol (Sodium tetradecyl sulfate)
DOSAGE FORM . HOW DISPENSED
Injection ’ : I rx Dlove
ACTIVE INGREDIENTIS) (a3 declared on label. List by established or nonpropristary name(s) and include amount(s), I{ amount is
declered on lobel.)
‘. %As above
*
' ~
rd
, NAME OF AFFLICANT (Inciude Ciry end Stete)
{ .
) Elkins-Sinn, Inc.
Cherry Hill, NJ 08002
/
@ o .
PRINCIPAL ‘NDICATION OR PHARMACOLOGICAL CATEGORY
A sclerosing agent
COMPLETE FOR VETERINARY ONLY
ANIMAL SPECIES FOR WHICH APPROVED
COMPLETE FOR SUPPLEMENT ONLY
CHANGE APPROVED TO PROVIDE FOR
Labeling revision : -
FORM PNE PARED BY
NAaME OATE
F. Kuerer 4/12/77 -
. ,( B FORM APPROVCD BY
s FHAME - . DATYTE
P. G. Walters M.D.

Form FD 1642 {4/7)) PREVIOUS EDITION MAY 8E USED UNTIL SUPPLY IS EXNHAUSTED,




